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PART 43—RECOVERY OF COST OF
HOSPITAL AND MEDICAL CARE
AND TREATMENT FURNISHED BY
THE UNITED STATES

Sec.

43.1 Administrative determination and as-
sertion of claims.

43.2 Obligations of persons receiving care
and treatment.

43.3 Settlement and waiver of claims.

43.4 Annual reports.

AUTHORITY: Sec. 2, 76 Stat. 593; 42 U.S.C.
2651-2653; E.O. 11060, 3 CFR, 1959-1963 Comp.,
p. 651.

EDITORIAL NOTE: For establishment and de-
termination of certain rates for use in con-
nection with recovery from tortiously liable
third persons, see notice documents pub-
lished by the Office of Management and
Budget each year in the FEDERAL REGISTER.

§43.1 Administrative determination
and assertion of claims.

(a) The head of a Department or
Agency of the United States respon-
sible for the furnishing of hospital,
medical, surgical or dental care and
treatment (including prostheses and
medical appliances), or his designee,
shall determine whether such hospital,
medical, surgical or dental care and
treatment was or will be furnished for
an injury or disease caused under cir-
cumstances entitling the United States
to recovery under the Act of September
25, 1962 (Pub. L. 87-693); and, if it is so
determined, shall, subject to the provi-
sions of §43.3, assert a claim against
such third person for the reasonable
value of such care and treatment. The
Department of Justice, or a Depart-
ment or Agency responsible for the fur-
nishing of such care and treatment
may request any other Department or
Agency to investigate, determine, or
assert a claim under the regulations in
this part.

(b) Each Department or Agency is au-
thorized to implement the regulations
in this part to give full force and effect
thereto.

(c) The provisions of the regulations
in this part shall not apply with re-
spect to hospital, medical, surgical, or
dental care and treatment (including
prostheses and medical appliances) fur-
nished by the Veterans Administration
to an eligible veteran for a service-con-

nected disability under the provisions
of chapter 17 of title 38 of the U.S.
Code.

[Order No. 289-62, 27 FR 11317, Nov. 16, 1962]

§43.2 Obligations of persons receiving
care and treatment.

(a) In the discretion of the Depart-
ment or Agency concerned, any person
furnished care and treatment under
circumstances in which the regulations
in this part may be applicable, his
guardian, personal representative, es-
tate, dependents or survivors may be
required:

(1) To assign in writing to the United
States his claim or cause of action
against the third person to the extent
of the reasonable value of the care and
treatment furnished or to be furnished,
or any portion thereof;

(2) To furnish such information as
may be requested concerning the cir-
cumstances giving rise to the injury or
disease for which care and treatment is
being given and concerning any action
instituted or to be instituted by or
against a third person;

(3) To notify the Department or
Agency concerned of a settlement with,
or an offer of settlement from, a third
person; and

(4) To cooperate in the prosecution of
all claims and actions by the United
States against such third person.

(b) [Reserved]

[Order No. 289-62, 27 FR 11317, Nov. 16, 1962,
as amended by Order No. 896-80, 46 FR 39841,
June 12, 1980]

§43.3 Settlement and waiver of claims.

(a) The head of the Department or
Agency of the United States asserting
such claim, or his or her designee, may:

(1) Accept the full amount of a claim
and execute a release therefor;

(2) Compromise or settle and execute
a release of any claim, not in excess of
$300,000, which the United States has
for the reasonable value of such care
and treatment; or

(3) Waive and in this connection re-
lease any claim, not in excess of
$300,000, in whole or in part, either for
the convenience of the Government, or
if the head of the Department or Agen-
cy, or his or her designee, determines
that collection would result in undue
hardship upon the person who suffered



§43.4

the injury or disease resulting in the
care and treatment described in §43.1.

(b) Claims in excess of $300,000 may
be compromised, settled, waived, and
released only with the prior approval of
the Department of Justice.

(c) The authority granted in this sec-
tion shall not be exercised in any case
in which:

(1) The claim of the United States for
such care and treatment has been re-
ferred to the Department of Justice; or

(2) A suit by the third party has been
instituted against the United States or
the individual who received or is re-
ceiving the care and treatment de-
scribed in §43.1 and the suit arises out
of the occurrence which gave rise to
the third-party claim of the United
States.

(d) The Departments and Agencies
concerned shall consult the Depart-
ment of Justice in all cases involving:

(1) Unusual circumstances;

(2) A new point of law which may
serve as a precedent; or

(3) A policy question where there is
or may be a difference of views between
any of such Departments and Agencies.

[Order No. 15694-92, 57 FR 27356, June 19, 1992,
as amended by Order No. 3141-2010, 75 FR
9103, Mar. 1, 2010]

§43.4 Annual reports.

The head of each Department or
Agency concerned, or his designee,
shall report annually to the Attorney
General, by March 1, commencing in
1964, the number and dollar amount of
claims asserted against, and the num-
ber and dollar amount of recoveries
from third persons.

[Order No. 289-62, 27 FR 11317, Nov. 16, 1962]
PART 44—UNFAIR IMMIGRATION-
RELATED EMPLOYMENT PRACTICES

Subpart A—General

Sec.
44.100 Purpose.
44.101 Definitions.

Subpart B—Prohibited Practices

44.200 Unfair immigration-related employ-
ment practices.
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Subpart C—Enforcement Procedures

44.300
44.301
44.302

Filing a charge.

Acceptance of charge.

Investigation.

44.303 Determination.

44.304 Special Counsel acting on own initia-
tive.

44.305 Regional offices.

AUTHORITY: 8 U.S.C. 1324b, 8 U.S.C. 1103(a).

SOURCE: Order No. 1225-87, 52 FR 37409, Oct.
6, 1987, unless otherwise noted.

Subpart A—General

§44.100 Purpose.

The purpose of this part is to effec-
tuate section 102 of the Immigration
Reform and Control Act of 1986, which
prohibits certain unfair immigration-
related employment practices.

§44.101 Definitions.

(a) Charge means a written statement
under oath or affirmation that—

(1) Identifies the charging party’s
name, address, and telephone number;

(2) Identifies the injured party’s
name, address, and telephone number,
if the charging party is not the injured
party;

(3) Identifies the name and address of
the person or entity against whom the
charge is being made;

(4) Includes a statement sufficient to
describe the circumstances, place, and
date of an alleged unfair immigration-
related employment practice;

(5) Indicates whether the basis of the
alleged unfair immigration-related em-
ployment practice is discrimination
based on national origin, citizenship
status, or both; or intimidation or re-
taliation, or documentation abuses;

(6) Indicates whether the injured
party is a U.S. citizen, U.S. national,
or alien authorized to work in the
United States;

(7) Indicates, if the injured party is
an alien authorized to work, whether
the injured party—

(i) Has been—

(A) Lawfully admitted for permanent
residence;

(B) Granted the status of an alien
lawfully admitted for temporary resi-
dence under 8 U.S.C. 1160(a), 8 U.S.C.
1161(a), or 8 U.S.C. 125ba(a)(1);
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(C) Admitted as a refugee under 8
U.S.C. 1157; or

(D) Granted asylum under 8 U.S.C.
1158; and

(ii) Has applied for naturalization
(and if so, indicates the date of the ap-
plication);

(8) Identifies, if the injured party is
an alien authorized to work, the in-
jured party’s alien registration number
and date of birth.

(9) Indicates, if possible, the number
of persons employed on the date of the
alleged discrimination by the person or
entity against whom the charge is
being made;

(10) Is signed by the charging party
and, if the charging party is neither
the injured party nor an officer of the
Immigration and Naturalization Serv-
ice, indicates that the charging party
has the authorization of the injured
party to file the charge.

(11) Indicates whether a charge based
on the same set of facts has been filed
with the Equal Employment Oppor-
tunity Commission, and if so, the spe-
cific office, and contact person (if
known); and

(12) Authorizes the Special Counsel
to reveal the identity of the injured or
charging party when necessary to
carry out the purposes of this part.

(b) Charging party means—

(1) An individual who files a charge
with the Special Counsel that alleges
that he or she has been adversely af-
fected directly by an unfair immigra-
tion-related employment practice;

(2) An individual or private organiza-
tion who is authorized by an individual
to file a charge with the Special Coun-
sel that alleges that the individual has
been adversely affected directly by an
unfair immigration-related employ-
ment practice; or

(3) An officer of the Immigration and
Naturalization Service who files a
charge with the Special Counsel that
alleges that an unfair immigration-re-
lated employment practice has oc-
curred.

(c) Protected individual means an indi-
vidual who—

(1) Is a citizen or national of the
United States; or

(2) Is an alien who is lawfully admit-
ted for permanent residence, is granted
the status of an alien lawfully admit-

§44.101

ted for temporary residence under 8
U.S.C. 1160(a), 8 U.S.C. 1161(a), or 8
U.S.C. 12565a(a)(1), is admitted as a ref-
ugee under 8 U.S.C. 1157, or is granted
asylum under 8 U.S.C. 1158. The status
of an alien whose application for tem-
porary resident status under 8 U.S.C.
1160(a), 8 U.S.C. 1161(a), or 8 TU.S.C.
1255a(a)(1) is approved shall be adjusted
to that of a lawful temporary resident
as of the date indicated on the applica-
tion fee receipt issued at the Immigra-
tion and Naturalization Service Legal-
ization Office. As used in this defini-
tion, the term ‘‘protected individual”
does not include an alien who—

(i) Fails to apply for naturalization
within six months of the date the alien
first becomes eligible (by virtue of pe-
riod of lawful permanent residence) to
apply for naturalization or, if later, by
May 6, 1987; or

(ii) Has applied on a timely basis, but
has not been naturalized as a citizen
within two years after the date of the
application, unless the alien can estab-
lish that he or she is actively pursuing
naturalization, except that time con-
sumed in the Immigration and Natu-
ralization Service’s processing of the
application shall not be counted to-
ward the two-year period.

(d) Complaint means a written sub-
mission filed with an administrative
law judge by the Special Counsel or the
charging party, other than an officer of
the Immigration and Naturalization
Service, that is based on the same
charge filed with the Special Counsel.

(e) Injured party means a person who
claims to have been adversely affected
directly by an unfair immigration-re-
lated employment practice or, in the
case of a charge filed by an officer of
the Immigration and Naturalization
Service or by a charging party other
than the injured party, is alleged to be
so affected.

(f) Respondent means a person or enti-
ty against whom a charge of an unfair
immigration-related employment prac-
tice has been filed.

(g2) Special Counsel means the Special
Counsel for Immigration-Related Un-
fair Employment Practices appointed
by the President under section 102 of



§44.200

the Immigration Reform and Control
Act of 1986, or his or her designee.

[Order No. 1225-87, 52 FR 37409, Oct. 6, 1987, as
amended by Order No. 1520-91, 56 FR 40249,
Aug. 14, 1991; Order No. 1807-93, 58 FR 59948,
Nov. 12, 1993]

Subpart B—Prohibited Practices

§44.200 Unfair immigration-related
employment practices.

(a)(1) General. It is unfair immigra-
tion-related employment practice for a
person or other entity to knowingly
and intentionally discriminate or to
engage in a pattern or practice of
knowing and intentional discrimina-
tion against any individual (other than
an unauthorized alien) with respect to
the hiring, or recruitment or referral
for a fee, of the individual for employ-
ment or the discharging of the indi-
vidual from employment—

(i) Because of such individual’s na-
tional origin; or

(ii) In the case of a protected indi-
vidual, as defined in §44.101(c), because
of such individual’s citizenship status.

(2) Intimidation or retaliation. It is an
unfair immigration-related employ-
ment practice for a person or other en-
tity to intimidate, threaten, coerce, or
retaliate against any individual for the
purpose of interfering with any right or
privilege secured under 8 U.S.C. 1324b
or because the individual intends to
file or has filed a charge or a com-
plaint, testified, assisted, or partici-
pated in any manner in an investiga-
tion, proceeding, or hearing under that
section.

(3) Documentation abuses. A person’s
or other entity’s request, for purposes
of satisfying the requirements of 8
U.S.C. 1324a(b), for more or different
documents than are required under
such section or refusing to honor docu-
ments tendered that on their face rea-
sonably appear to be genuine and to re-
late to the individual shall be treated
as an unfair immigration-related em-
ployment practice relating to the hir-
ing of individuals.

(b) Exceptions. (1) Paragraph (a) of
this section shall not apply to—

(i) A person or other entity that em-
ploys three or fewer employees;

(ii) Discrimination because of an in-
dividual’s national origin if the dis-
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crimination with respect to that per-
son or entity and that individual is
covered under 42 U.S.C. 2000e-2; or

(iii) Discrimination because of citi-
zenship which—

(A) Is otherwise required in order to
comply with law, regulation, or Execu-
tive Order; or

(B) Is required by Federal, State, or
local government contract; or

(C) Which the Attorney General de-
termines to be essential for an em-
ployer to do business with an agency or
department of the Federal, State, or
local government.

(2) Notwithstanding any other provi-
sion of this part, it is not an unfair im-
migration-related employment prac-
tice for a person or other entity to pre-
fer to hire, recruit or refer for a fee an
individual who is a citizen or national
of the United States over another indi-
vidual who is an alien if the two indi-
viduals are equally qualified.

[Order No. 1225-87, 52 FR 37409, Oct. 6, 1987, as
amended by Order No. 1520-91, 56 FR 40249,
Aug. 14, 1991; Order No. 1807-93, 58 FR 59948,
Nov. 12, 1993]

Subpart C—Enforcement
Procedures

§44.300 Filing a charge.

(a) Who may file. (1) Any individual
who believes that he or she has been
adversely affected directly by an unfair
immigration-related employment prac-
tice, or any individual or private orga-
nization authorized to act on such per-
son’s behalf, may file a charge with the
Special Counsel.

(2) Any officer of the Immigration
and Naturalization Service who be-
lieves that an unfair immigration-re-
lated employment practice has oc-
curred or is occurring may file a charge
with the Special Counsel.

(b) When to file. Charges shall be filed
within 180 days of the alleged occur-
rence of an unfair immigration-related
employment practice. For purposes of
determining when a charge is timely
under this paragraph, a charge mailed
to the Special Counsel shall be deemed
filed on the date it is postmarked.

(c) How to file. Charges may be:

(1) Mailed to: Office of Special Coun-
sel for Immigration-Related Unfair
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Employment Practices, P.O. Box 27728,
Washington, DC 20038-7728 or

(2) Delivered to the Office of Special
Counsel at 1425 New York Avenue NW.,
suite 9000, Washington, DC 20005.

(d) No overlap with EEOC complaints.
No charge may be filed respecting an
unfair immigration-related employ-
ment practice described in §44.200(a)(1)
if a charge with respect to that prac-
tice based on the same set of facts has
been filed with the Equal Employment
Opportunity Commission under title
VII of the Civil Rights Act of 1964, un-
less the charge is dismissed as being
outside the scope of such title. No
charge respecting an employment prac-
tice may be filed with the Equal Em-
ployment Opportunity Commission
under such title if a charge with re-
spect to such practice based on the
same set of facts has been filed under
this section, unless the charge is dis-
missed by the Special Counsel as being
outside the scope of this part.

[Order No. 1225-87, 52 FR 37409, Oct. 6, 1987, as
amended by Order No. 1807-93, 58 FR 59948,
Nov. 12, 1993]

§44.301 Acceptance of charge.

(a) The Special Counsel shall notify
the charging party of receipt of a
charge as defined in §44.101(a) or re-
ceipt of a submission deemed to be a
charge under paragraph (c)(2) of this
section.

(b) The notice to the charging party
shall specify the date on which the
charge was received, state that the
charging party, other than an officer of
the Immigration and Naturalization
Service, may file a complaint before an
administrative law judge if the Special
Counsel does not do so within 120 days
of receipt of the charge, and state the
last date on which such a complaint
may be filed.

(c)(1) Subject to paragraph (c)(2) of
this section, if a charging party’s sub-
mission is inadequate to constitute a
charge as defined in §44.101(a), the Spe-
cial Counsel shall notify the charging
party that specified additional infor-
mation is needed. As of the date that
adequate information is received in
writing by the Special Counsel, the
charging party’s submission shall be
deemed a filed charge and the Special
Counsel shall issue the notices required

§44.302

by paragraphs (b) and (e) of this sec-
tion.

(2) In the Special Counsel’s discre-
tion, the Special Counsel may deem a
submission to be a filed charge as of
the date of its receipt even though it is
inadequate to constitute a charge as
defined in §44.101(a). The Special Coun-
sel may then obtain the additional in-
formation specified in §44.101(a) in the
course of investigating the charge.

(d)(1) If the Special Counsel receives
a charge after 180 days of the alleged
occurrence of an unfair immigration-
related employment practice, the Spe-
cial Counsel shall dismiss the charge
with prejudice.

(2) Inadequate submissions that are
later deemed charges under paragraph
(c)(1) of this section are timely filed as
long as—

(i) The original submission is filed
within 180 days of the alleged occur-
rence of an unfair immigration-related
employment practice; and

(ii) Any additional information re-
quested by the Special Counsel pursu-
ant to paragraph (c)(1) of this section is
provided in writing to the Special
Counsel within the 180-day period or
within 45 days of the date on which the
charging party received the Special
Counsel’s notification pursuant to
paragraph (c¢) of this section, whichever
is later.

(e) The Special Counsel shall serve
notice of the charge on the respondent
by certified mail within 10 days of re-
ceipt of the charge. The notice shall in-
clude the date, place, and -cir-
cumstances of the alleged unfair immi-
gration-related employment practice.

[Order No. 1225-87, 52 FR 37409, Oct. 6, 1987, as
amended by Order No. 1520-91, 57 FR 40249,
Aug. 14, 1991; 57 FR 30397, July 9, 1992]

§44.302 Investigation.

(a) The Special Counsel may pro-
pound interrogatories, requests for pro-
duction of documents, and requests for
admissions.

(b) The Special Counsel shall have
reasonable access to examine the evi-
dence of any person or entity being in-
vestigated. The respondent shall per-
mit access by the Special Counsel dur-
ing normal business hours to such of
its books, records, accounts, and other
sources of information, as the Special



§44.303

Counsel may deem pertinent to ascer-
tain compliance with this part.

§44.303 Determination.

(a) Within 120 days of the receipt of a
charge, the Special Counsel shall un-
dertake an investigation of the charge
and determine whether a complaint
with respect to the charge will be
brought before an administrative law
judge specially designated by the At-
torney General to hear cases under sec-
tion 102 of the Act.

(b) When the Special Counsel decides
not to file a complaint with respect to
such charge before an administrative
jaw judge within the 120-day period, or
at the end of the 120-day period, the
Special Counsel shall issue letters of
determination by certified mail which
notify the charging party and the re-
spondent of the Special Counsel’s de-
termination not to file a complaint.

(c) When the charging party receives
a letter of determination issued pursu-
ant to §44.303(b), indicating that the
Special Counsel will not file a com-
plaint with respect to such charge, the
charging party, other than an officer of
the Immigration and Naturalization
Service, may bring his or her com-
plaint directly before an administra-
tive law judge within 90 days after his
or her receipt of the Special Counsel’s
letter of determination. The charging
party’s complaint must be filed with an
administrative law judge pursuant to
the regulations issued by the Office of
the Chief Administrative Hearing Offi-
cer codified at 28 CFR 68.1.

(d) The Special Counsel’s failure to
file a complaint with respect to such
charge, before an administrative law
judge within 120 days shall not affect
the right of the Special Counsel to con-
tinue to investigate the charge or to
bring a complaint before an adminis-
trative law judge during the additional
90-day period as defined by paragraph
(c) of this section.

(e) The Special Counsel may seek to
intervene at any time in any pro-
ceeding brought by a charging party
before an administrative law judge.
[Order No. 1225-87, 52 FR 37409, Oct. 6, 1987, as

amended by Order No. 1520-91, 56 FR 40249,
Aug. 14, 1991]
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§44.304 Special Counsel acting on own
initiative.

(a) The Special Counsel may, on his
or her own initiative, conduct inves-
tigations respecting unfair immigra-
tion-related employment practices
when there is reason to believe that a
person or entity has engaged or is en-
gaging in such practices.

(b) The Special Counsel may file a
complaint with an administrative law
judge where there is reasonable cause
to believe that an unfair immigration-
related employment practice has oc-
curred within 180 days from the date of
the filing of the complaint.

§44.305 Regional offices.

The Special Counsel, in consultation
with the Attorney General, shall estab-
lish such regional offices as may be
necessary to carry out his or her du-
ties.

PART 45—EMPLOYEE
RESPONSIBILITIES

Sec.
45.1 Cross-reference to ethical standards
and financial disclosure regulations.

45.2 Disqualification arising from personal
or political relationship.
45.3 Disciplinary proceedings

U.S.C. 207()).

45.4 Personal use of Government property.
45.10 Procedures to promote compliance
with crime victims’ rights obligations.
45.11 Reporting to the Office of the Inspec-

tor General.
45.12 Reporting to the Department of Jus-
tice Office of Professional Responsibility.
45.13 Duty to cooperate in an official inves-
tigation.

AUTHORITY: 5 U.S.C. 301, 7301, App. 3, 6; 18
U.S.C. 207; 28 U.S.C. 503, 528; DOJ Order
1735.1.

under 18

§45.1 Cross-reference to ethical stand-
ards and financial disclosure regu-
lations.

Employees of the Department of Jus-
tice are subject to the executive
branch-wide Standards of Ethical Con-
duct at 5 CFR part 2635, the Depart-
ment of Justice regulations at 5 CFR
part 3801 which supplement the execu-
tive branch-wide standards, the execu-
tive branch-wide financial disclosure
regulations at 5 CFR part 2634 and the
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executive branch-wide employee re-
sponsibilities and conduct regulations
at 5 CFR part 735.

[61 FR 59815, Nov. 25, 1996]

§45.2 Disqualification arising from
personal or political relationship.

(a) Unless authorized under para-
graph (b) of this section, no employee
shall participate in a criminal inves-
tigation or prosecution if he has a per-
sonal or political relationship with:

(1) Any person or organization sub-
stantially involved in the conduct that
is the subject of the investigation or
prosecution; or

(2) Any person or organization which
he knows has a specific and substantial
interest that would be directly affected
by the outcome of the investigation or
prosecution.

(b) An employee assigned to or other-
wise participating in a criminal inves-
tigation or prosecution who believes
that his participation may be prohib-
ited by paragraph (a) of this section
shall report the matter and all attend-
ant facts and circumstances to his su-
pervisor at the level of section chief or
the equivalent or higher. If the super-
visor determines that a personal or po-
litical relationship exists between the
employee and a person or organization
described in paragraph (a) of this sec-
tion, he shall relieve the employee
from participation unless he deter-
mines further, in writing, after full
consideration of all the facts and cir-
cumstances, that:

(1) The relationship will not have the
effect of rendering the employee’s serv-
ice less than fully impartial and profes-
sional; and

(2) The employee’s participation
would not create an appearance of a
conflict of interest likely to affect the
public perception of the integrity of
the investigation or prosecution.

(c) For the purposes of this section:

(1) Political relationship means a close
identification with an elected official,
a candidate (whether or not successful)
for elective, public office, a political
party, or a campaign organization,
arising from service as a principal ad-
viser thereto or a principal official
thereof; and

(2) Personal relationship means a close
and substantial connection of the type
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normally viewed as likely to induce
partiality. An employee is presumed to
have a personal relationship with his
father, mother, brother, sister, child
and spouse. Whether relationships (in-
cluding friendships) of an employee to
other persons or organizations are
“personal’’ must be judged on an indi-
vidual basis with due regard given to
the subjective opinion of the employee.

(d) This section pertains to agency
management and is not intended to
create rights enforceable by private in-
dividuals or organizations.

[Order No. 993-83, 48 FR 2319, Jan. 19, 1983.
Redesignated at 61 FR 59815, Nov. 25, 1996]

§45.3 Disciplinary proceedings under
18 U.S.C. 207().

(a) Upon a determination by the As-
sistant Attorney General in charge of
the Criminal Division (Assistant Attor-
ney General), after investigation, that
there is reasonable cause to believe
that a former officer or employee, in-
cluding a former special Government
employee, of the Department of Justice
(former departmental employee) has
violated 18 U.S.C. 207 (a), (b) or (c), the
Assistant Attorney General shall cause
a copy of written charges of the viola-
tion(s) to be served upon such indi-
vidual, either personally or by reg-
istered mail. The charges shall be ac-
companied by a notice to the former
departmental employee to show cause
within a specified time of not less than
30 days after receipt of the notice why
he or she should not be prohibited from
engaging in representational activities
in relation to matters pending in the
Department of Justice, as authorized
by 18 U.S.C. 207(j), or subjected to other
appropriate disciplinary action under
that statute. The notice to show cause
shall include:

(1) A statement of allegations, and
their basis, sufficiently detailed to en-
able the former departmental employee
to prepare an adequate defense,

(2) Notification of the right to a hear-
ing, and

(3) An explanation of the method by
which a hearing may be requested.

(b) If a former departmental em-
ployee who submits an answer to the
notice to show cause does not request a
hearing or if the Assistant Attorney
General does not receive an answer
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within five days after the expiration of
the time prescribed by the notice, the
Assistant Attorney General shall for-
ward the record, including the report(s)
of investigation, to the Attorney Gen-
eral. In the case of a failure to answer,
such failure shall constitute a waiver
of defense.

(c) Upon receipt of a former depart-
mental employee’s request for a hear-
ing, the Assistant Attorney General
shall notify him or her of the time and
place thereof, giving due regard both to
such person’s need for an adequate pe-
riod to prepare a suitable defense and
an expeditious resolution of allegations
that may be damaging to his or her
reputation.

(d) The presiding officer at the hear-
ing and any related proceedings shall
be a federal administrative law judge
or other federal official with com-
parable duties. He shall insure that the
former departmental employee has,
among others, the rights:

(1) To self-representation or represen-
tation by counsel,

(2) To introduce and examine wit-
nesses and submit physical evidence,

(3) To confront and cross-examine ad-
verse witnesses,

(4) To present oral argument, and

(5) To a transcript or recording of the
proceedings, upon request.

(e) The Assistant Attorney General
shall designate one or more officers or
employees of the Department of Jus-
tice to present the evidence against the
former departmental employee and
perform other functions incident to the
proceedings.

(f) A decision adverse to the former
departmental employee must be sus-
tained by substantial evidence that he
violated 18 U.S.C. 207 (a), (b) or (c).

(g) The presiding officer shall issue
an initial decision based exclusively on
the transcript of testimony and exhib-
its, together with all papers and re-
quests filed in the proceeding, and shall
set forth in the decision findings and
conclusions, supported by reasons, on
the material issues of fact and law pre-
sented on the record.

(h) Within 30 days after issuance of
the initial decision, either party may
appeal to the Attorney General, who in
that event shall issue the final decision
based on the record of the proceedings
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or those portions thereof cited by the
parties to limit the issues. If the final
decision modifies or reverses the initial
decision, the Attorney General shall
specify the findings of fact and conclu-
sions of law that vary from those of the
presiding officer.

(i) If a former departmental em-
ployee fails to appeal from an adverse
initial decision within the prescribed
period of time, the presiding officer
shall forward the record of the pro-
ceedings to the Attorney General.

(j) In the case of a former depart-
mental employee who filed an answer
to the notice to show cause but did not
request a hearing, the Attorney Gen-
eral shall make the final decision on
the record submitted to him by the As-
sistant Attorney General pursuant to
subsection (b) of this section.

(k) The Attorney General, in a case
where:

(1) The defense has been waived,

(2) The former departmental em-
ployee has failed to appeal from an ad-
verse initial decision, or

(3) The Attorney General has issued a
final decision that the former depart-
mental employee violated 18 U.S.C. 207
(a), (b) or (c),
may issue an order:

(i) Prohibiting the former depart-
mental employee from making, on be-
half of any other person (except the
United States), any informal or formal
appearance before, or, with the intent
to influence, any oral or written com-
munication to, the Department of Jus-
tice on a pending matter of business for
a period not to exceed five years, or

(ii) Prescribing other appropriate dis-
ciplinary action.

(1) An order issued under either para-
graph (k)(3) (i) or (ii) of this section
may be supplemented by a directive to
officers and employees of the Depart-
ment of Justice not to engage in con-
duct in relation to the former depart-
mental employee that would con-
travene such order.

[Order No. 889-80, 45 FR 31717, May 14, 1980.
Redesignated at 61 FR 59815, Nov. 25, 1996,
and further redesignated at 62 FR 23943, May
2, 1997]
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§45.4 Personal
property.

(a) Employees may use Government
property only for official business or as
authorized by the Government. See 5
CFR 2635.101(b)(9), 2635.704(a). The fol-
lowing uses of Government office and
library equipment and facilities are
hereby authorized:

(1) Personal uses that involve only
negligible expense (such as electricity,
ink, small amounts of paper, and ordi-
nary wear and tear); and

(2) Limited personal telephone/fax
calls to locations within the office’s
commuting area, or that are charged to
non-Government accounts.

(b) The foregoing authorization does
not override any statutes, rules, or reg-
ulations governing the use of specific
types of Government property (e.g. in-
ternal Departmental policies governing
the use of electronic mail; and 41 CFR
(FPMR) 101-35.201, governing the au-
thorized use of long-distance telephone
services), and may be revoked or lim-
ited at any time by any supervisor or
component for any business reason.

(¢) In using Government property,
employees should be mindful of their
responsibility to protect and conserve
such property and to use official time
in an honest effort to perform official
duties. See 5 CFR 2635.101(b)(9),
2635.704(a), 2635.705(a).

[62 FR 23943, May 2, 1997]

use of Government

§45.10 Procedures to promote compli-
ance with crime victims’ rights obli-
gations.

(a) Definitions. The following defini-
tions shall apply with respect to this
section, which implements the provi-
sions of the Justice for All Act that re-
late to protection of the rights of crime
victims. See 18 U.S.C. 3771.

Crime victim means a person directly
and proximately harmed as a result of
the commission of a Federal offense or
an offense in the District of Columbia.
In the case of a crime victim who is
under 18 years of age, incompetent, in-
capacitated, or deceased, the legal
guardians of the crime victim or the
representatives of the crime victim’s
estate, family members, or any other
persons appointed as suitable by the
court, may assume the crime victim’s
rights, but in no event shall the defend-
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ant be named as such guardian or rep-
resentative.

Crime victims’ rights means those
rights provided in 18 U.S.C. 3771.

Employee of the Department of Justice
means an attorney, investigator, law
enforcement officer, or other personnel
employed by any division or office of
the Department of Justice whose reg-
ular course of duties includes direct
interaction with crime victims, not in-
cluding a contractor.

Office of the Department of Justice
means a component of the Department
of Justice whose employees directly
interact with crime victims in the reg-
ular course of their duties.

(b) The Attorney General shall des-
ignate an official within the Executive
Office for United States Attorneys
(EOUSA) to receive and investigate
complaints alleging the failure of De-
partment of Justice employees to pro-
vide rights to crime victims under 18
U.S.C. 3771. The official shall be called
the Department of Justice Victims’
Rights Ombudsman (VRO). The VRO
shall then designate, in consultation
with each office of the Department of
Justice, an official in each office to
serve as the initial point of contact
(POC) for complainants.

(c) Complaint process. (1) Complaints
must be submitted in writing to the
POC of the relevant office or offices of
the Department of Justice. If a com-
plaint alleges a violation that would
create a conflict of interest for the
POC to investigate, the complaint shall
be forwarded by the POC immediately
to the VRO.

(2) Complaints shall contain, to the
extent known to, or reasonably avail-
able to, the victim, the following infor-
mation:

(i) The name and personal contact in-
formation of the crime victim who al-
legedly was denied one or more crime
victims’ rights;

(ii) The name and contact informa-
tion of the Department of Justice em-
ployee who is the subject of the com-
plaint, or other identifying informa-
tion if the complainant is not able to
provide the name and contact informa-
tion;

(iii) The district court case number;

(iv) The name of the defendant in the
case;



§45.11

(v) The right or rights listed in 18
U.S.C. 3771 that the Department of Jus-
tice employee is alleged to have vio-
lated; and

(vi) Specific information regarding
the circumstances of the alleged viola-
tion sufficient to enable the POC to
conduct an investigation, including,
but not limited to: The date of the al-
leged violation; an explanation of how
the alleged violation occurred; whether
the complainant notified the Depart-
ment of Justice employee of the al-
leged violation; how and when such no-
tification was provided to the Depart-
ment of Justice employee; and actions
taken by the Department of Justice
employee in response to the notifica-
tion.

(3) Complaints must be submitted
within 60 days of the victim’s knowl-
edge of a violation, but not more than
one year after the actual violation.

(4)(i) In response to a complaint that
provides the information required
under paragraph (c)(2) of this section
and that contains specific and credible
information that demonstrates that
one or more crime victims’ rights list-
ed in 18 U.S.C. 3771 may have been vio-
lated by a Department of Justice em-
ployee or office, the POC shall inves-
tigate the allegation(s) in the com-
plaint within a reasonable period of
time.

(ii) The POC shall report the results
of the investigation to the VRO.

(5) Upon receipt of the POC’s report
of the investigation, the VRO shall de-
termine whether to close the complaint
without further action, whether fur-
ther investigation is warranted, or
whether action in accordance with
paragraphs (d) or (e) of this section is
necessary.

(6) Where the VRO concludes that
further investigation is warranted, he
may conduct such further investiga-
tion. Upon conclusion of the investiga-
tion, the VRO may close the complaint
if he determines that no further action
is warranted or may take action under
paragraph (d) or (e) of this section.

(7) The VRO shall be the final arbiter
of the complaint.

(8) A complainant may not seek judi-
cial review of the VRO’s determination
regarding the complaint.
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(9) To the extent permissible in ac-
cordance with the Privacy Act and
other relevant statutes and regulations
regarding release of information by the
Federal government, the VRO, in his
discretion, may notify the complainant
of the result of the investigation.

(10) The POC and the VRO shall refer
to the Office of the Inspector General
and to the Office of Professional Re-
sponsibility any matters that fall
under those offices’ respective jurisdic-
tions that come to light in an inves-
tigation.

(d) If the VRO finds that an employee
or office of the Department of Justice
has failed to provide a victim with a
right to which the victim is entitled
under 18 U.S.C. 3771, but not in a willful
or wanton manner, he shall require
such employee or office of the Depart-
ment of Justice to undergo training on
victims’ rights.

(e) Disciplinary procedures. (1) If,
based on the investigation, the VRO
determines that a Department of Jus-
tice employee has wantonly or will-
fully failed to provide the complainant
with a right listed in 18 U.S.C. 3771, the
VRO shall recommend, in conformity
with laws and regulations regarding
employee discipline, a range of discipli-
nary sanctions to the head of the office
of the Department of Justice in which
the employee is located, or to the offi-
cial who has been designated by De-
partment of Justice regulations and
procedures to take action on discipli-
nary matters for that office. The head
of that office of the Department of Jus-
tice, or the other official designated by
Department of Justice regulations and
procedures to take action on discipli-
nary matters for that office, shall be
the final decision-maker regarding the
disciplinary sanction to be imposed, in
accordance with applicable laws and
regulations.

(2) Disciplinary sanctions available
under paragraph (e)(1) of this section
include all sanctions provided under
the Department of Justice Human Re-
sources Order, 1200.1.

[70 FR 69653, Nov. 17, 2005]
§45.11 Reporting to the Office of the
Inspector General.

Department of Justice employees
have a duty to, and shall, report to the
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Department of Justice Office of the In-
spector General, or to their supervisor
or their component’s internal affairs
office for referral to the Office of the
Inspector General:

(a) Any allegation of waste, fraud, or
abuse in a Department program or ac-
tivity;

(b) Any allegation of criminal or seri-
ous administrative misconduct on the
part of a Department employee (except
those allegations of misconduct that
are required to be reported to the De-
partment of Justice Office of Profes-
sional Responsibility pursuant to
§45.12); and

(c) Any investigation of allegations
of criminal misconduct against any De-
partment employee.

[Order No. 2835-2006, 71 FR 54414, Sept. 15,
2006]

§45.12 Reporting to the Department of
Justice Office of Professional Re-
sponsibility.

Department employees have a duty
to, and shall, report to the Department
of Justice Office of Professional Re-
sponsibility (DOJ-OPR), or to their su-
pervisor, or their component’s internal
affairs office for referral to DOJ-OPR,
any allegations of misconduct by a De-
partment attorney that relate to the
exercise of the attorney’s authority to
investigate, litigate or provide legal
advice, as well as allegations of mis-
conduct by law enforcement personnel
when such allegations are related to al-
legations of attorney misconduct with-
in the jurisdiction of DOJ-OPR.

[Order No. 2835-2006, 71 FR 54414, Sept. 15,
2006]

§45.13 Duty to cooperate in an official
investigation.

Department employees have a duty
to, and shall, cooperate fully with the
Office of the Inspector General and Of-
fice of Professional Responsibility, and
shall respond to questions posed during
the course of an investigation upon
being informed that their statement
will not be used to incriminate them in
a criminal proceeding. Refusal to co-
operate could lead to disciplinary ac-
tion.

[Order No. 2835-2006, 71 FR 54414, Sept. 15,
2006]
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PART 46—PROTECTION OF HUMAN
SUBJECTS

Sec.

46.101 To what does this policy apply?

46.102 Definitions.

46.103 Assuring compliance with this pol-
icy—research conducted or supported by
any Federal Department or Agency.

46.104-46.106 [Reserved]

46.107 IRB Membership.

46.108 IRB functions and operations.

46.109 IRB review of research.

46.110 Expedited review procedures for cer-
tain kinds of research involving no more
than minimal risk, and for minor
changes in approved research.

46.111 Criteria for IRB approval of research.

46.112 Review by institution.

46.113 Suspension or termination of IRB ap-
proval of research.

46.114 Cooperative research.

46.115 IRB records.

46.116 General requirements for informed
consent.

46.117 Documentation of informed consent.

46.118 Applications and proposals lacking
definite plans for involvement of human
subjects.

46.119 Research undertaken without the in-
tention of involving human subjects.
46.120 Evaluation and disposition of applica-
tions and proposals for research to be
conducted or supported by a Federal De-

partment or Agency.

46.121 [Reserved]

46.122 TUse of Federal funds.

46.123 Early termination of research sup-
port: Evaluation of applications and pro-
posals.

46.124 Conditions.

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 509-510;
42 U.S.C. 300v-1(Db).

SOURCE: 56 FR 28012, 28020, June 18, 1991,
unless otherwise noted.
§46.101 To what does this

apply?

(a) Except as provided in paragraph
(b) of this section, this policy applies
to all research involving human sub-
jects conducted, supported or otherwise
subject to regulation by any federal de-
partment or agency which takes appro-
priate administrative action to make
the policy applicable to such research.
This includes research conducted by
federal civilian employees or military
personnel, except that each department

policy
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or agency head may adopt such proce-
dural modifications as may be appro-
priate from an administrative stand-
point. It also includes research con-
ducted, supported, or otherwise subject
to regulation by the federal govern-
ment outside the United States.

(1) Research that is conducted or sup-
ported by a federal department or
agency, whether or not it is regulated
as defined in §46.102(e), must comply
with all sections of this policy.

(2) Research that is neither con-
ducted nor supported by a federal de-
partment or agency but is subject to
regulation as defined in §46.102(e) must
be reviewed and approved, in compli-
ance with §46.101, §46.102, and §46.107
through §46.117 of this policy, by an in-
stitutional review board (IRB) that op-
erates in accordance with the pertinent
requirements of this policy.

(b) Unless otherwise required by de-
partment or agency heads, research ac-
tivities in which the only involvement
of human subjects will be in one or
more of the following categories are
exempt from this policy:

(1) Research conducted in established
or commonly accepted educational set-
tings, involving normal educational
practices, such as (i) research on reg-
ular and special education instruc-
tional strategies, or (ii) research on the
effectiveness of or the comparison
among instructional techniques, cur-
ricula, or classroom management
methods.

(2) Research involving the use of edu-
cational tests (cognitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures or observa-
tion of public behavior, unless:

(i) Information obtained is recorded
in such a manner that human subjects
can be identified, directly or through
identifiers linked to the subjects; and

(ii) Any disclosure of the human sub-
jects’ responses outside the research
could reasonably place the subjects at
risk of criminal or civil liability or be
damaging to the subjects’ financial
standing, employability, or reputation.

(3) Research involving the use of edu-
cational tests (cognitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures, or obser-
vation of public behavior that is not
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exempt under paragraph (b)(2) of this
section, if:

(i) The human subjects are elected or
appointed public officials or candidates
for public office; or

(ii) Federal statute(s) require(s) with-
out exception that the confidentiality
of the personally identifiable informa-
tion will be maintained throughout the
research and thereafter.

(4) Research, involving the collection
or study of existing data, documents,
records, pathological specimens, or di-
agnostic specimens, if these sources are
publicly available or if the information
is recorded by the investigator in such
a manner that subjects cannot be iden-
tified, directly or through identifiers
linked to the subjects.

(6) Research and demonstration
projects which are conducted by or sub-
ject to the approval of department or
agency heads, and which are designed
to study, evaluate, or otherwise exam-
ine:

(i) Public benefit or service pro-
grams;

(ii) Procedures for obtaining benefits
or services under those programs;

(iii) Possible changes in or alter-
natives to those programs or proce-
dures; or

(iv) Possible changes in methods or
levels of payment for benefits or serv-
ices under those programs.

(6) Taste and food quality evaluation
and consumer acceptance studies,

(i) If wholesome foods without addi-
tives are consumed or

(ii) If a food is consumed that con-
tains a food ingredient at or below the
level and for a use found to be safe, or
agricultural chemical or environ-
mental contaminant at or below the
level found to be safe, by the Food and
Drug Administration or approved by
the Environmental Protection Agency
or the Food Safety and Inspection
Service of the U.S. Department of Agri-
culture.

(c) Department or agency heads re-
tain final judgment as to whether a
particular activity is covered by this
policy.

(d) Department or agency heads may
require that specific research activities
or classes of research activities con-
ducted, supported, or otherwise subject
to regulation by the department or
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agency but not otherwise covered by
this policy, comply with some or all of
the requirements of this policy.

(e) Compliance with this policy re-
quires compliance with pertinent fed-
eral laws or regulations which provide
additional protections for human sub-
jects.

(f) This policy does not affect any
state or local laws or regulations which
may otherwise be applicable and which
provide additional protections for
human subjects.

(g) This policy does not affect any
foreign laws or regulations which may
otherwise be applicable and which pro-
vide additional protections to human
subjects of research.

(h) When research covered by this
policy takes place in foreign countries,
procedures normally followed in the
foreign countries to protect human
subjects may differ from those set
forth in this policy. (An example is a
foreign institution which complies
with guidelines consistent with the
World Medical Assembly Declaration
(Declaration of Helsinki amended 1989)
issued either by sovereign states or by
an organization whose function for the
protection of human research subjects
is internationally recognized.) In these
circumstances, if a department or
agency head determines that the proce-
dures prescribed by the institution af-
ford protections that are at least
equivalent to those provided in this
policy, the department or agency head
may approve the substitution of the
foreign procedures in lieu of the proce-
dural requirements provided in this
policy. Except when otherwise required
by statute, Executive Order, or the de-
partment or agency head, notices of
these actions as they occur will be pub-
lished in the FEDERAL REGISTER or will
be otherwise published as provided in
department or agency procedures.

(i) Unless otherwise required by law,
department or agency heads may waive
the applicability of some or all of the
provisions of this policy to specific re-
search activities or classes of research
activities otherwise covered by this
policy. Except when otherwise required
by statute or Executive Order, the de-
partment or agency head shall forward
advance notices of these actions to the
Office for Human Research Protec-
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tions, Department of Health and
Human Services (HHS), or any suc-
cessor office, and shall also publish
them in the FEDERAL REGISTER or in
such other manner as provided in de-
partment or agency procedures.?!

[66 FR 28012 and 28020, June 18, 1991; 56 FR
29756, June 28, 1991, as amended at 70 FR
36328, June 23, 2005]

§46.102 Definitions.

(a) Department or agency head means
the head of any federal department or
agency and any other officer or em-
ployee of any department or agency to
whom authority has been delegated.

(b) Institution means any public or
private entity or agency (including fed-
eral, state, and other agencies).

(c) Legally authorized representative
means an individual or judicial or
other body authorized under applicable
law to consent on behalf of a prospec-
tive subject to the subject’s participa-
tion in the procedure(s) involved in the
research.

(d) Research means a systematic in-
vestigation, including research devel-
opment, testing and evaluation, de-
signed to develop or contribute to gen-
eralizable knowledge. Activities which
meet this definition constitute re-
search for purposes of this policy,
whether or not they are conducted or
supported under a program which is
considered research for other purposes.
For example, some demonstration and
service programs may include research
activities.

(e) Research subject to regulation, and
similar terms are intended to encom-
pass those research activities for which
a federal department or agency has

1Institutions with HHS-approved assur-
ances on file will abide by provisions of title
45 CFR part 46 subparts A-D. Some of the
other Departments and Agencies have incor-
porated all provisions of title 45 CFR part 46
into their policies and procedures as well.
However, the exemptions at 45 CFR 46.101(b)
do not apply to research involving prisoners,
subpart C. The exemption at 45 CFR
46.101(b)(2), for research involving survey or
interview procedures or observation of public
behavior, does not apply to research with
children, subpart D, except for research in-
volving observations of public behavior when
the investigator(s) do not participate in the
activities being observed.
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specific responsibility for regulating as
a research activity, (for example, In-
vestigational New Drug requirements
administered by the Food and Drug Ad-
ministration). It does not include re-
search activities which are inciden-
tally regulated by a federal department
or agency solely as part of the depart-
ment’s or agency’s broader responsi-
bility to regulate certain types of ac-
tivities whether research or non-re-
search in nature (for example, Wage
and Hour requirements administered
by the Department of Labor).

(f) Human subject means a living indi-
vidual about whom an investigator
(whether professional or student) con-
ducting research obtains

(1) Data through intervention or
interaction with the individual, or

(2) Identifiable private information.
Intervention includes both physical pro-
cedures by which data are gathered (for
example, venipuncture) and manipula-
tions of the subject or the subject’s en-
vironment that are performed for re-
search purposes. Interaction includes
communication or interpersonal con-
tact between investigator and subject.
Private information includes informa-
tion about behavior that occurs in a
context in which an individual can rea-
sonably expect that no observation or
recording is taking place, and informa-
tion which has been provided for spe-
cific purposes by an individual and
which the individual can reasonably
expect will not be made public (for ex-
ample, a medical record). Private infor-
mation must be individually identifi-
able (i.e., the identity of the subject is
or may readily be ascertained by the
investigator or associated with the in-
formation) in order for obtaining the
information to constitute research in-
volving human subjects.

(g) IRB means an institutional review
board established in accord with and
for the purposes expressed in this pol-
icy.

(h) IRB approval means the deter-
mination of the IRB that the research
has been reviewed and may be con-
ducted at an institution within the
constraints set forth by the IRB and by
other institutional and federal require-
ments.

(1) Minimal risk means that the prob-
ability and magnitude of harm or dis-
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comfort anticipated in the research are
not greater in and of themselves than
those ordinarily encountered in daily
life or during the performance of rou-
tine physical or psychological exami-
nations or tests.

(j) Certification means the official no-
tification by the institution to the sup-
porting department or agency, in ac-
cordance with the requirements of this
policy, that a research project or activ-
ity involving human subjects has been
reviewed and approved by an IRB in ac-
cordance with an approved assurance.

§46.103 Assuring compliance with this
policy—research conducted or sup-
ported by any Federal Department
or Agency.

(a) Each institution engaged in re-
search which is covered by this policy
and which is conducted or supported by
a federal department or agency shall
provide written assurance satisfactory
to the department or agency head that
it will comply with the requirements
set forth in this policy. In lieu of re-
quiring submission of an assurance, in-
dividual department or agency heads
shall accept the existence of a current
assurance, appropriate for the research
in question, on file with the Office for
Human Research Protections, HHS, or
any successor office, and approved for
federalwide use by that office. When
the existence of an HHS-approved as-
surance is accepted in lieu of requiring
submission of an assurance, reports
(except certification) required by this
policy to be made to department and
agency heads shall also be made to the
Office for Human Research Protec-
tions, HHS, or any successor office.

(b) Departments and agencies will
conduct or support research covered by
this policy only if the institution has
an assurance approved as provided in
this section, and only if the institution
has certified to the department or
agency head that the research has been
reviewed and approved by an IRB pro-
vided for in the assurance, and will be
subject to continuing review by the
IRB. Assurances applicable to federally
supported or conducted research shall
at a minimum include:

(1) A statement of principles gov-
erning the institution in the discharge
of its responsibilities for protecting the
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rights and welfare of human subjects of
research conducted at or sponsored by
the institution, regardless of whether
the research is subject to federal regu-
lation. This may include an appro-
priate existing code, declaration, or
statement of ethical principles, or a
statement formulated by the institu-
tion itself. This requirement does not
preempt provisions of this policy appli-
cable to department- or agency-sup-
ported or regulated research and need
not be applicable to any research ex-
empted or waived under §46.101 (b) or
@i).

(2) Designation of one or more IRBs
established in accordance with the re-
quirements of this policy, and for
which provisions are made for meeting
space and sufficient staff to support
the IRB’s review and recordkeeping du-
ties.

(3) A list of IRB members identified
by name; earned degrees; representa-
tive capacity; indications of experience
such as board certifications, licenses,
etc., sufficient to describe each mem-
ber’s chief anticipated contributions to
IRB deliberations; and any employ-
ment or other relationship between
each member and the institution; for
example: full-time employee, part-time
employee, member of governing panel
or board, stockholder, paid or unpaid
consultant. Changes in IRB member-
ship shall be reported to the depart-
ment or agency head, unless in accord
with §46.103(a) of this policy, the exist-
ence of an HHS-approved assurance is
accepted. In this case, change in IRB
membership shall be reported to the
Office for Human Research Protec-
tions, HHS, or any successor office.

(4) Written procedures which the IRB
will follow (i) for conducting its initial
and continuing review of research and
for reporting its findings and actions to
the investigator and the institution;
(ii) for determining which projects re-
quire review more often than annually
and which projects need verification
from sources other than the investiga-
tors that no material changes have oc-
curred since previous IRB review; and
(iii) for ensuring prompt reporting to
the IRB of proposed changes in a re-
search activity, and for ensuring that
such changes in approved research,
during the period for which IRB ap-
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proval has already been given, may not
be initiated without IRB review and
approval except when mnecessary to
eliminate apparent immediate hazards
to the subject.

(5) Written procedures for ensuring
prompt reporting to the IRB, appro-
priate institutional officials, and the
department or agency head of (i) any
unanticipated problems involving risks
to subjects or others or any serious or
continuing noncompliance with this
policy or the requirements or deter-
minations of the IRB and (ii) any sus-
pension or termination of IRB ap-
proval.

(c) The assurance shall be executed
by an individual authorized to act for
the institution and to assume on behalf
of the institution the obligations im-
posed by this policy and shall be filed
in such form and manner as the depart-
ment or agency head prescribes.

(d) The department or agency head
will evaluate all assurances submitted
in accordance with this policy through
such officers and employees of the de-
partment or agency and such experts
or consultants engaged for this purpose
as the department or agency head de-
termines to be appropriate. The depart-
ment or agency head’s evaluation will
take into consideration the adequacy
of the proposed IRB in light of the an-
ticipated scope of the institution’s re-
search activities and the types of sub-
ject populations likely to be involved,
the appropriateness of the proposed ini-
tial and continuing review procedures
in light of the probable risks, and the
size and complexity of the institution.

(e) On the basis of this evaluation,
the department or agency head may
approve or disapprove the assurance, or
enter into negotiations to develop an
approvable one. The department or
agency head may limit the period dur-
ing which any particular approved as-
surance or class of approved assurances
shall remain effective or otherwise
condition or restrict approval.

(f) Certification is required when the
research is supported by a federal de-
partment or agency and not otherwise
exempted or waived under §46.101 (b) or
(i). An institution with an approved as-
surance shall certify that each applica-
tion or proposal for research covered
by the assurance and by §46.103 of this
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Policy has been reviewed and approved
by the IRB. Such certification must be
submitted with the application or pro-
posal or by such later date as may be
prescribed by the department or agen-
cy to which the application or proposal
is submitted. Under no condition shall
research covered by §46.103 of the Pol-
icy be supported prior to receipt of the
certification that the research has been
reviewed and approved by the IRB. In-
stitutions without an approved assur-
ance covering the research shall certify
within 30 days after receipt of a request
for such a certification from the de-
partment or agency, that the applica-
tion or proposal has been approved by
the IRB. If the certification is not sub-
mitted within these time limits, the
application or proposal may be re-
turned to the institution.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012 and 28020, June 18, 1991; 56 FR
29756, June 28, 1991, as amended at 70 FR
36328, June 23, 2005]

§§46.104-46.106 [Reserved]

§46.107 IRB membership.

(a) Bach IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly con-
ducted by the institution. The IRB
shall be sufficiently qualified through
the experience and expertise of its
members, and the diversity of the
members, including consideration of
race, gender, and cultural backgrounds
and sensitivity to such issues as com-
munity attitudes, to promote respect
for its advice and counsel in safe-
guarding the rights and welfare of
human subjects. In addition to pos-
sessing the professional competence
necessary to review specific research
activities, the IRB shall be able to as-
certain the acceptability of proposed
research in terms of institutional com-
mitments and regulations, applicable
law, and standards of professional con-
duct and practice. The IRB shall there-
fore include persons knowledgeable in
these areas. If an IRB regularly reviews
research that involves a vulnerable
category of subjects, such as children,
prisoners, pregnant women, or handi-
capped or mentally disabled persons,
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consideration shall be given to the in-
clusion of one or more individuals who
are knowledgeable about and experi-
enced in working with these subjects.

(b) Every nondiscriminatory effort
will be made to ensure that no IRB
consists entirely of men or entirely of
women, including the institution’s con-
sideration of qualified persons of both
sexes, so long as no selection is made
to the IRB on the basis of gender. No
IRB may consist entirely of members
of one profession.

(c) Each IRB shall include at least
one member whose primary concerns
are in scientific areas and at least one
member whose primary concerns are in
nonscientific areas.

(d) Each IRB shall include at least
one member who is not otherwise affili-
ated with the institution and who is
not part of the immediate family of a
person who is affiliated with the insti-
tution.

(e) No IRB may have a member par-
ticipate in the IRB’s initial or con-
tinuing review of any project in which
the member has a conflicting interest,
except to provide information re-
quested by the IRB.

(f) An IRB may, in its discretion, in-
vite individuals with competence in
special areas to assist in the review of
issues which require expertise beyond
or in addition to that available on the
IRB. These individuals may not vote
with the IRB.

§46.108 IRB functions and operations.

In order to fulfill the requirements of
this policy each IRB shall:

(a) Follow written procedures in the
same detail as described in §46.103(b)(4)
and, to the extent required by,
§46.103(b)(5).

(b) Except when an expedited review
procedure is used (see §46.110), review
proposed research at convened meet-
ings at which a majority of the mem-
bers of the IRB are present, including
at least one member whose primary
concerns are in nonscientific areas. In
order for the research to be approved,
it shall receive the approval of a ma-
jority of those members present at the
meeting.
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§46.109 IRB review of research.

(a) An IRB shall review and have au-
thority to approve, require modifica-
tions in (to secure approval), or dis-
approve all research activities covered
by this policy.

(b) An IRB shall require that infor-
mation given to subjects as part of in-
formed consent is in accordance with
§46.116. The IRB may require that in-
formation, in addition to that specifi-
cally mentioned in §46.116, be given to
the subjects when in the IRB’s judg-
ment the information would meaning-
fully add to the protection of the rights
and welfare of subjects.

(c) An IRB shall require documenta-
tion of informed consent or may waive
documentation in accordance with
§46.117.

(d) An IRB shall notify investigators
and the institution in writing of its de-
cision to approve or disapprove the pro-
posed research activity, or of modifica-
tions required to secure IRB approval
of the research activity. If the IRB de-
cides to disapprove a research activity,
it shall include in its written notifica-
tion a statement of the reasons for its
decision and give the investigator an
opportunity to respond in person or in
writing.

(e) An IRB shall conduct continuing
review of research covered by this pol-
icy at intervals appropriate to the de-
gree of risk, but not less than once per
yvear, and shall have authority to ob-
serve or have a third party observe the
consent process and the research.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[566 FR 28012, 28020, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.110 Expedited review procedures
for certain kinds of research involv-
ing no more than minimal risk, and
for minor changes in approved re-
search.

(a) The Secretary, HHS, has estab-
lished, and published as a Notice in the
FEDERAL REGISTER, a list of categories
of research that may be reviewed by
the IRB through an expedited review
procedure. The list will be amended, as
appropriate after consultation with
other departments and agencies,
through periodic republication by the
Secretary, HHS, in the FEDERAL REG-
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ISTER. A copy of the list is available
from the Office for Human Research
Protections, HHS, or any successor of-
fice.

(b) An IRB may use the expedited re-
view procedure to review either or both
of the following:

(1) Some or all of the research ap-
pearing on the list and found by the re-
viewer(s) to involve no more than mini-
mal risk,

(2) Minor changes in previously ap-
proved research during the period (of
one year or less) for which approval is
authorized.

Under an expedited review procedure,
the review may be carried out by the
IRB chairperson or by one or more ex-
perienced reviewers designated by the
chairperson from among members of
the IRB. In reviewing the research, the
reviewers may exercise all of the au-
thorities of the IRB except that the re-
viewers may not disapprove the re-
search. A research activity may be dis-
approved only after review in accord-
ance with the non-expedited procedure
set forth in §46.108(b).

(c) Each IRB which uses an expedited
review procedure shall adopt a method
for keeping all members advised of re-
search proposals which have been ap-
proved under the procedure.

(d) The department or agency head
may restrict, suspend, terminate, or
choose not to authorize an institu-
tion’s or IRB’s use of the expedited re-
view procedure.

[66 FR 28012, 28020, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.111 Criteria for IRB approval of
research.

(a) In order to approve research cov-
ered by this policy the IRB shall deter-
mine that all of the following require-
ments are satisfied:

(1) Risks to subjects are minimized:
(i) By using procedures which are con-
sistent with sound research design and
which do not unnecessarily expose sub-
jects to risk, and (ii) whenever appro-
priate, by using procedures already
being performed on the subjects for di-
agnostic or treatment purposes.

(2) Risks to subjects are reasonable
in relation to anticipated benefits, if
any, to subjects, and the importance of
the knowledge that may reasonably be
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expected to result. In evaluating risks
and benefits, the IRB should consider
only those risks and benefits that may
result from the research (as distin-
guished from risks and benefits of
therapies subjects would receive even if
not participating in the research). The
IRB should not consider possible long-
range effects of applying knowledge
gained in the research (for example,
the possible effects of the research on
public policy) as among those research
risks that fall within the purview of its
responsibility.

(3) Selection of subjects is equitable.
In making this assessment the IRB
should take into account the purposes
of the research and the setting in
which the research will be conducted
and should be particularly cognizant of
the special problems of research in-
volving vulnerable populations, such as
children, prisoners, pregnant women,
mentally disabled persons, or economi-
cally or educationally disadvantaged
persons.

(4) Informed consent will be sought
from each prospective subject or the
subject’s legally authorized representa-
tive, in accordance with, and to the ex-
tent required by §46.116.

(5) Informed consent will be appro-
priately documented, in accordance
with, and to the extent required by
§46.117.

(6) When appropriate, the research
plan makes adequate provision for
monitoring the data collected to en-
sure the safety of subjects.

(7) When appropriate, there are ade-
quate provisions to protect the privacy
of subjects and to maintain the con-
fidentiality of data.

(b) When some or all of the subjects
are likely to be vulnerable to coercion
or undue influence, such as children,
prisoners, pregnant women, mentally
disabled persons, or economically or
educationally disadvantaged persons,
additional safeguards have been in-
cluded in the study to protect the
rights and welfare of these subjects.

§46.112 Review by institution.

Research covered by this policy that
has been approved by an IRB may be
subject to further appropriate review
and approval or disapproval by officials
of the institution. However, those offi-
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cials may not approve the research if it
has not been approved by an IRB.

§46.113 Suspension or termination of
IRB approval of research.

An IRB shall have authority to sus-
pend or terminate approval of research
that is not being conducted in accord-
ance with the IRB’s requirements or
that has been associated with unex-
pected serious harm to subjects. Any
suspension or termination of approval
shall include a statement of the rea-
sons for the IRB’s action and shall be
reported promptly to the investigator,
appropriate institutional officials, and
the department or agency head.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28020, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.114 Cooperative research.

Cooperative research projects are
those projects covered by this policy
which involve more than one institu-
tion. In the conduct of cooperative re-
search projects, each institution is re-
sponsible for safeguarding the rights
and welfare of human subjects and for
complying with this policy. With the
approval of the department or agency
head, an institution participating in a
cooperative project may enter into a
joint review arrangement, rely upon
the review of another qualified IRB, or
make similar arrangements for avoid-
ing duplication of effort.

§46.115 IRB records.

(a) An institution, or when appro-
priate an IRB, shall prepare and main-
tain adequate documentation of IRB
activities, including the following:

(1) Copies of all research proposals re-
viewed, scientific evaluations, if any,
that accompany the proposals, ap-
proved sample consent documents,
progress reports submitted by inves-
tigators, and reports of injuries to sub-
jects.

(2) Minutes of IRB meetings which
shall be in sufficient detail to show at-
tendance at the meetings; actions
taken by the IRB; the vote on these ac-
tions including the number of members
voting for, against, and abstaining; the
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basis for requiring changes in or dis-
approving research; and a written sum-
mary of the discussion of controverted
issues and their resolution.

(3) Records of continuing review ac-
tivities.

(4) Copies of all correspondence be-
tween the IRB and the investigators.

(5) A list of IRB members in the same
detail as described is §46.103(b)(3).

(6) Written procedures for the IRB in
the same detail as described in
§46.103(b)(4) and §46.103(b)(5).

(7) Statements of significant new
findings provided to subjects, as re-
quired by §46.116(b)(5).

(b) The records required by this pol-
icy shall be retained for at least 3
years, and records relating to research
which is conducted shall be retained
for at least 3 years after completion of
the research. All records shall be acces-
sible for inspection and copying by au-
thorized representatives of the depart-
ment or agency at reasonable times
and in a reasonable manner.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28020, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.116 General requirements for in-
formed consent.

Except as provided elsewhere in this
policy, no investigator may involve a
human being as a subject in research
covered by this policy unless the inves-
tigator has obtained the legally effec-
tive informed consent of the subject or
the subject’s legally authorized rep-
resentative. An investigator shall seek
such consent only under circumstances
that provide the prospective subject or
the representative sufficient oppor-
tunity to consider whether or not to
participate and that minimize the pos-
sibility of coercion or undue influence.
The information that is given to the
subject or the representative shall be
in language understandable to the sub-
ject or the representative. No informed
consent, whether oral or written, may
include any exculpatory language
through which the subject or the rep-
resentative is made to waive or appear
to waive any of the subject’s legal
rights, or releases or appears to release
the investigator, the sponsor, the insti-
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tution or its agents from liability for
negligence.

(a) Basic elements of informed con-
sent. Except as provided in paragraph
(c) or (d) of this section, in seeking in-
formed consent the following informa-
tion shall be provided to each subject:

(1) A statement that the study in-
volves research, an explanation of the
purposes of the research and the ex-
pected duration of the subject’s partici-
pation, a description of the procedures
to be followed, and identification of
any procedures which are experi-
mental;

(2) A description of any reasonably
foreseeable risks or discomforts to the
subject;

(3) A description of any benefits to
the subject or to others which may rea-
sonably be expected from the research;

(4) A disclosure of appropriate alter-
native procedures or courses of treat-
ment, if any, that might be advan-
tageous to the subject;

(5) A statement describing the ex-
tent, if any, to which confidentiality of
records identifying the subject will be
maintained;

(6) For research involving more than
minimal risk, an explanation as to
whether any compensation and an ex-
planation as to whether any medical
treatments are available if injury oc-
curs and, if so, what they consist of, or
where further information may be ob-
tained;

(7) An explanation of whom to con-
tact for answers to pertinent questions
about the research and research sub-
jects’ rights, and whom to contact in
the event of a research-related injury
to the subject; and

(8) A statement that participation is
voluntary, refusal to participate will
involve no penalty or loss of benefits to
which the subject is otherwise entitled,
and the subject may discontinue par-
ticipation at any time without penalty
or loss of benefits to which the subject
is otherwise entitled.

(b) Additional elements of informed
consent. When appropriate, one or
more of the following elements of in-
formation shall also be provided to
each subject:

(1) A statement that the particular
treatment or procedure may involve
risks to the subject (or to the embryo



§46.117

or fetus, if the subject is or may be-
come pregnant) which are currently
unforeseeable;

(2) Anticipated circumstances under
which the subject’s participation may
be terminated by the investigator
without regard to the subject’s con-
sent;

(3) Any additional costs to the sub-
ject that may result from participation
in the research;

(4) The consequences of a subject’s
decision to withdraw from the research
and procedures for orderly termination
of participation by the subject;

(5) A statement that significant new
findings developed during the course of
the research which may relate to the
subject’s willingness to continue par-
ticipation will be provided to the sub-
ject; and

(6) The approximate number of sub-
jects involved in the study.

(c) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the ele-
ments of informed consent set forth
above, or waive the requirement to ob-
tain informed consent provided the IRB
finds and documents that:

(1) The research or demonstration
project is to be conducted by or subject
to the approval of state or local gov-
ernment officials and is designed to
study, evaluate, or otherwise examine:

(i) Public benefit of service programs;

(ii) Procedures for obtaining benefits
or services under those programs;

(iii) Possible changes in or alter-
natives to those programs or proce-
dures; or

(iv) Possible changes in methods or
levels of payment for benefits or serv-
ices under those programs; and

(2) The research could not prac-
ticably be carried out without the
waiver or alteration.

(d) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the ele-
ments of informed consent set forth in
this section, or waive the requirements
to obtain informed consent provided
the IRB finds and documents that:

(1) The research involves no more
than minimal risk to the subjects;

(2) The waiver or alteration will not
adversely affect the rights and welfare
of the subjects;
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(3) The research could not prac-
ticably be carried out without the
waiver or alteration; and

(4) Whenever appropriate, the sub-
jects will be provided with additional
pertinent information after participa-
tion.

(e) The informed consent require-
ments in this policy are not intended
to preempt any applicable federal,
state, or local laws which require addi-
tional information to be disclosed in
order for informed consent to be le-
gally effective.

(f) Nothing in this policy is intended
to limit the authority of a physician to
provide emergency medical care, to the
extent the physician is permitted to do
so under applicable federal, state, or
local law.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28020, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.117 Documentation of
consent.

(a) Except as provided in paragraph
(c) of this section, informed consent
shall be documented by the use of a
written consent form approved by the
IRB and signed by the subject or the
subject’s legally authorized representa-
tive. A copy shall be given to the per-
son signing the form.

(b) Except as provided in paragraph
(c) of this section, the consent form
may be either of the following:

(1) A written consent document that
embodies the elements of informed
consent required by §46.116. This form
may be read to the subject or the sub-
ject’s legally authorized representa-
tive, but in any event, the investigator
shall give either the subject or the rep-
resentative adequate opportunity to
read it before it is signed; or

(2) A short form written consent doc-
ument stating that the elements of in-
formed consent required by §46.116
have been presented orally to the sub-
ject or the subject’s legally authorized
representative. When this method is
used, there shall be a witness to the
oral presentation. Also, the IRB shall
approve a written summary of what is
to be said to the subject or the rep-
resentative. Only the short form itself
is to be signed by the subject or the

informed
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representative. However, the witness
shall sign both the short form and a
copy of the summary, and the person
actually obtaining consent shall sign a
copy of the summary. A copy of the
summary shall be given to the subject
or the representative, in addition to a
copy of the short form.

(c) An IRB may waive the require-
ment for the investigator to obtain a
signed consent form for some or all
subjects if it finds either:

(1) That the only record linking the
subject and the research would be the
consent document and the principal
risk would be potential harm resulting
from a breach of confidentiality. Each
subject will be asked whether the sub-
ject wants documentation linking the
subject with the research, and the sub-
ject’s wishes will govern; or

(2) That the research presents no
more than minimal risk of harm to
subjects and involves no procedures for
which written consent is normally re-
quired outside of the research context.
In cases in which the documentation
requirement is waived, the IRB may re-
quire the investigator to provide sub-
jects with a written statement regard-
ing the research.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

[66 FR 28012, 28020, June 18, 1991, as amended
at 70 FR 36328, June 23, 2005]

§46.118 Applications and proposals
lacking definite plans for involve-
ment of human subjects.

Certain types of applications for
grants, cooperative agreements, or con-
tracts are submitted to departments or
agencies with the knowledge that sub-
jects may be involved within the period
of support, but definite plans would not
normally be set forth in the applica-
tion or proposal. These include activi-
ties such as institutional type grants
when selection of specific projects is
the institution’s responsibility; re-
search training grants in which the ac-
tivities involving subjects remain to be
selected; and projects in which human
subjects’ involvement will depend upon
completion of instruments, prior ani-
mal studies, or purification of com-
pounds. These applications need not be
reviewed by an IRB before an award
may be made. However, except for re-
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search exempted or waived under
§46.101 (b) or (i), no human subjects
may be involved in any project sup-
ported by these awards until the
project has been reviewed and approved
by the IRB, as provided in this policy,
and certification submitted, by the in-
stitution, to the department or agency.

§46.119 Research undertaken without
the intention of involving human
subjects.

In the event research is undertaken
without the intention of involving
human subjects, but it is later pro-
posed to involve human subjects in the
research, the research shall first be re-
viewed and approved by an IRB, as pro-
vided in this policy, a certification sub-
mitted, by the institution, to the de-
partment or agency, and final approval
given to the proposed change by the de-
partment or agency.

§46.120 Evaluation and disposition of
applications and proposals for re-
search to be conducted or sup-
ported by a Federal Department or

Agency.

(a) The department or agency head
will evaluate all applications and pro-
posals involving human subjects sub-
mitted to the department or agency
through such officers and employees of
the department or agency and such ex-
perts and consultants as the depart-
ment or agency head determines to be
appropriate. This evaluation will take
into consideration the risks to the sub-
jects, the adequacy of protection
against these risks, the potential bene-
fits of the research to the subjects and
others, and the importance of the
knowledge gained or to be gained.

(b) On the basis of this evaluation,
the department or agency head may
approve or disapprove the application
or proposal, or enter into negotiations
to develop an approvable one.

[66 FR 28012, 28020, June 18, 1991, as amended
at 61 FR 33658, June 28, 1996]

§46.121 [Reserved]

§46.122 Use of Federal funds.

Federal funds administered by a de-
partment or agency may not be ex-
pended for research involving human
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subjects unless the requirements of
this policy have been satisfied.

§46.123 Early termination of research
support: Evaluation of applications
and proposals.

(a) The department or agency head
may require that department or agency
support for any project be terminated
or suspended in the manner prescribed
in applicable program requirements,
when the department or agency head
finds an institution has materially
failed to comply with the terms of this
policy.

(b) In making decisions about sup-
porting or approving applications or
proposals covered by this policy the de-
partment or agency head may take
into account, in addition to all other
eligibility requirements and program
criteria, factors such as whether the
applicant has been subject to a termi-
nation or suspension under paragraph
(a) of this section and whether the ap-
plicant or the person or persons who
would direct or has have directed the
scientific and technical aspects of an
activity has have, in the judgment of
the department or agency head, mate-
rially failed to discharge responsibility
for the protection of the rights and
welfare of human subjects (whether or
not the research was subject to federal
regulation).

§46.124 Conditions.

With respect to any research project
or any class of research projects the de-
partment or agency head may impose
additional conditions prior to or at the
time of approval when in the judgment
of the department or agency head addi-
tional conditions are necessary for the
protection of human subjects.

PART 47—RIGHT TO FINANCIAL
PRIVACY ACT

Sec.
47.1
47.2
47.3
47.4
47.5

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 509, 510;
section 1108 of the Right to Financial Pri-
vacy Act of 1978, 12 U.S.C. 3408.

Definitions.
Purpose.
Authorization.
Written request.
Certification.
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SOURCE: Order No. 822-79, 44 FR 14554, Mar.
13, 1979, unless otherwise noted.

§47.1 Definitions.

The terms used in this part shall
have the same meaning as similar
terms used in the Right to Financial
Privacy Act of 1978. Departmental unit
means any office, division, board, bu-
reau, or other component of the De-
partment of Justice which is author-
ized to conduct law enforcement in-
quiries. Act means the Right to Finan-
cial Privacy Act of 1978.

§47.2 Purpose.

The purpose of these regulations is to
authorize Departmental units to re-
quest financial records from a financial
institution pursuant to the formal
written request procedure authorized
by section 1108 of the Act, and to set
forth the conditions under which such
requests may be made.

§47.3 Authorization.

Departmental units are authorized to
request financial records of any cus-
tomer from a financial institution pur-
suant to a formal written request
under the Act only if:

(a) No administrative summons or
subpoena authority reasonably appears
to be available to the Departmental
unit to obtain financial records for the
purpose for which the records are
sought;

(b) There is reason to believe that the
records sought are relevant to a legiti-
mate law enforcement inquiry and will
further that inquiry;

(c) The request is issued by a super-
visory official of a rank designated by
the head of the requesting Depart-
mental unit. The officials so des-
ignated shall not delegate this author-
ity to others;

(d) The request adheres to the re-
quirements set forth in §47.4; and

(e) The notice requirements set forth
in section 1108(4) of the Act, or the re-
quirements pertaining to delay of no-
tice in section 1109 of the Act, are sat-
isfied, except in situations (e.g., sec-
tion 1113(g)) where no notice is re-
quired.
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§47.4 Written request.

(a) The formal written request shall
be in the form of a letter or memo-
randum to an appropriate official of
the financial institution from which fi-
nancial records are requested. The re-
quest shall be signed by the issuing of-
ficial, and shall set forth that official’s
name, title, business address and busi-
ness phone number. The request shall
also contain the following:

(1) The identity of the customer or
customers to whom the records per-
tain;

(2) A reasonable description of the
records sought; and

(3) Such additional information as
may be appropriate—e.g., the date on
which the opportunity for the cus-
tomer to challenge the formal written
request will expire, the date on which
the requesting Departmental unit ex-
pects to present a certificate of compli-
ance with the applicable provisions of
the Act, the name and title of the indi-
vidual (if known) to whom disclosure is
to be made.

(b) In cases where customer notice is
delayed by court order, a copy of the
court order shall be attached to the
formal written request.

§47.5 Certification.

Prior to obtaining the requested
records pursuant to a formal written
request, an official of a rank des-
ignated by the head of the requesting
Departmental unit shall certify in
writing to the financial institution
that the Departmental unit has com-
plied with the applicable provisions of
the Act.

PART 48—NEWSPAPER
PRESERVATION ACT

Sec.
48.1
48.2
48.3
48.4

Purpose.
Definitions.
Procedure for filing all documents.
Application for approval of joint news-
paper operating arrangement entered
into after July 24, 1970.
48.5 Requests that information not be made
public.
48.6 Public notice.
48.7 Report of the Assistant Attorney Gen-
eral in Charge of the Antitrust Division.
48.8 Written comments and requests for a
hearing.
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48.9 Extensions of time.

48.10 Hearings.

48.11 Intervention in hearings.

48.12 Ex parte communications.

48.13 Record for decision.

48.14 Decision by the Attorney General.

48.15 Temporary approval.

48.16 Procedure for filing of terms of a re-
newal or amendment to an existing joint
newspaper operating arrangement.

AUTHORITY: 28 U.S.C. 509, 510; (5 U.S.C. 301);
Newspaper Preservation Act, 84 Stat. 466 (15
U.S.C. 1801 et seq.).

SOURCE: Order No. 558-73, 39 FR 7, Jan. 2,
1974, unless otherwise noted.

§48.1 Purpose.

These regulations set forth the proce-
dure by which application may be made
to the Attorney General for his ap-
proval of joint newspaper operating ar-
rangements entered into after July 24,
1970, and for the filing with the Depart-
ment of Justice of the terms of a re-
newal or amendment of existing joint
newspaper operating arrangements, as
required by the Newspaper Preserva-
tion Act, Pub. L. 91-353, 84 Stat. 466, 15
U.S.C. 1801 et seq. The Newspaper Pres-
ervation Act does not require that all
joint newspaper operating arrange-
ments obtain the prior written consent
of the Attorney General. The Act and
these regulations provide a method for
newspapers to obtain the benefit of a
limited exemption from the antitrust
laws if they desire to do so. Joint news-
paper operating arrangements that are
put into effect without the prior writ-
ten consent of the Attorney General re-
main fully subject to the antitrust
laws.

§48.2 Definitions.

(a) The term Attorney General means
the Attorney General of the United
States or his delegate, other than the
Assistant Attorney General in charge
of the Antitrust Division or other em-
ployee in the Antitrust Division.

(b) The term Assistant Attorney Gen-
eral in charge of the Antitrust Division
means the Assistant Attorney General
in charge of the Antitrust Division or
his delegate.

(c) The term Assistant Attorney Gen-
eral for Administration means the As-
sistant Attorney General for Adminis-
tration or his delegate.
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(d) The term existing arrangement
means any joint newspaper operating
arrangement entered into before July
24, 1970.

(e) The term joint newspaper operating
arrangement means any contract, agree-
ment, joint venture (whether or not in-
corporated), or other arrangement en-
tered into between two or more news-
paper owners for the publication of two
or more newspaper publications, pursu-
ant to which joint or common produc-
tion facilities are established or oper-
ated and joint or unified action is
taken or agreed to be taken with re-
spect to any of the following: Printing;
time, method, and field of publication;
allocation of production facilities; dis-
tribution; advertising solicitation; cir-
culation solicitation; business depart-
ment; establishment of advertising
rates; establishment of circulation
rates and revenue distribution: Pro-
vided, That there is no merger, com-
bination, or amalgamation of editorial
or reportorial staffs, and that editorial
policies be independently determined.

(f) The term newspaper means a pub-
lication produced on newsprint paper
which is published in one or more
issues weekly (including as one publi-
cation any daily newspaper and any
Sunday newspaper published by the
same owner in the same city, commu-
nity, or metropolitan area), and in
which a substantial portion of the con-
tent is devoted to the dissemination of
news and editorial opinion.

(g) The term party means any indi-
vidual, and any partnership, corpora-
tion, association, or other legal entity.

(h) The term person means any indi-
vidual, and any partnership, corpora-
tion, association, or other legal entity.

§48.3 Procedure for filing all docu-
ments.

All filings required by these regula-
tions shall be accomplished by:

(a) Mailing or delivering five copies
of each document (two copies in the
case of documents filed by the Assist-
ant Attorney General in charge of the
Antitrust Division) to the Assistant
Attorney General for Administration,
Department of Justice, Washington,
DC 20530. He shall place one copy in a
numbered public docket; one copy in a
duplicate of this file for the use of offi-
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cials with decisional responsibility;
and (except in the case of documents
filed by the Assistant Attorney Gen-
eral in charge of the Antitrust Divi-
sion) shall forward three copies to the
Assistant Attorney General in charge
of the Antitrust Division; except that
documents subject to nondisclosure or-
ders under §48.5 shall be held under
seal and disclosed only in accordance
with the provisions of that section; and

(b) Mailing or delivering one copy of
each document filed after a hearing has
been ordered to each party to the pro-
ceedings, along with the name and ad-
dress of the party filing the document
or its counsel, and filing in the manner
provided in paragraph (a) of this sec-
tion a certificate that service has been
made in accordance herewith.

§48.4 Application for approval of joint
newspaper operating arrangement
entered into after July 24, 1970.

(a) Persons desiring to obtain the ap-
proval of the Attorney General of a
joint newspaper operating arrangement
after July 24, 1970, shall file an applica-
tion in writing setting forth a short,
plain statement of the reasons why the
applicants believe that approval should
be granted.

(b) With the request, the applicants
shall also file copies of the following:

(1) The proposed joint newspaper op-
erating agreement;

(2) Any prior, existing or proposed
agreement between any of the news-
papers involved, or a statement of any
such agreements as have not been re-
duced to writing;

(3) With respect to each newspaper,
for the b-year period prior to the date
of the application,

(i) Annual statements of profit and
loss;

(ii) Annual statements of assets and
liabilities;

(iii) Reports of the Audit Bureau of
Circulation, or statements containing
equivalent information;

(iv) Annual advertising
records;

(v) Rate cards;

(4) If any amount stated in paragraph
(b)(3)(1) or (ii) of this section represents

lineage



Department of Justice

an allocation of revenues, expenses, as-
sets or liabilities between the news-
paper and any parent, subsidiary, divi-
sion or affiliate, the financial state-
ments shall be accompanied by a full
explanation of the method by which
each such amount has been allocated.

(5) If any of the newspapers involved
purchased or sold goods or services
from or to any parent, subsidiary, divi-
sion or affiliate at any time during the
five years preceding the date of appli-
cation, a statement shall be submitted
identifying such products or services,
the entity from which they were pur-
chased or to which they were sold, and
the amount paid for each product or
service during each of the five years.

(6) Any other information which the
applicants believe relevant to their re-
quest for approval.

(c) A copy of the application and sup-
porting data shall be open to public in-
spection during normal business hours
at the main office of each of the news-
papers involved in the arrangement,
except to the extent permitted by non-
disclosure orders under §48.5; except
that materials for which nondisclosure
has been requested under §48.5 need not
be made available for inspection before
the request has been decided.

§48.5 Requests that information not
be made public.

(a) Any applicant may file a request
that commercial or financial data re-
quired to be filed and made public
under these regulations, which is privi-
leged and confidential within the
meaning of 5 U.S.C. 552(b), be withheld
from public disclosure. Each such re-
quest shall be accompanied by a state-
ment of the reasons why nondisclosure
is required. The request shall be deter-
mined by the Attorney General who
shall consider the extent to which (1)
disclosure may cause substantial harm
to the applicant submitting the infor-
mation, and (2) nondisclosure may im-
pair the ability of persons who may be
adversely affected by the proposed ar-
rangement to present their views in
proceedings under these regulations.
Information relevant to the financial
conditions of the newspaper or news-
papers represented to be failing ordi-
narily shall not be ordered withheld
from public disclosure.
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(b) Upon ordering that any docu-
ments be withheld from public disclo-
sure, the Attorney General shall file a
statement setting forth the subject
matter of the documents withheld. Any
person desiring to inspect the docu-
ments may file a request for inspec-
tion, identifying with as much particu-
larity as possible the materials to be
inspected and setting forth the reasons
for inspection and the facts in support
thereof. The request for disclosure
shall be considered by the Attorney
General, who shall give the applicant
that submitted the documents an op-
portunity to be heard in opposition to
disclosure. Orders granting inspection
shall specify the terms and conditions
thereof, including restrictions on dis-
closure to third parties.

(¢c) Documents ordered withheld from
public disclosure shall be made avail-
able to the Assistant Attorney General
in charge of the Antitrust Division. If a
hearing is held, the documents may be
offered as evidence by any party to
whom they have been disclosed. The
administrative law judge may restrict
further disclosure as he deems appro-
priate, taking into account the consid-
erations set forth in paragraph (a) of
this section.

(d) Requests for access to materials
within the scope of this section that
may be filed after the conclusion of
proceedings under these regulations
shall be processed in accordance with
the Department’s regulations under 5
U.S.C. 552 (part 16 of this chapter).

§48.6 Public notice.

(a) Upon the filing of the documents
required by §48.4, the applicants shall
file, and publish on the front pages of
each of the newspapers for which appli-
cation is made, daily and Sunday (if a
Sunday edition is published) for a pe-
riod of one week:

(1) Notice that a request for approval
of a joint newspaper operating arrange-
ment has been filed with the Attorney
General;

(2) Notice that copies of the proposed
arrangement, as well as all other docu-
ments submitted pursuant to §48.4, are
available for public inspection at the
Department of Justice and at the main
offices of the newspapers involved; and
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(3) Notice that any person may file
written comments or a request for a
hearing with the Department of Jus-
tice, in accordance with the require-
ments of §48.3.

(b) Upon the filing of the notice re-
quired in paragraph (a) of this section,
the Assistant Attorney General for Ad-
ministration shall cause notice to be
published in the FEDERAL REGISTER,
and shall cause to be issued a press re-
lease setting forth the information
contained therein.

(c) If a hearing is scheduled pursuant
to §48.10, the applicants shall publish
the time, date, place and purpose of
such hearing on their respective front
pages at least three times within the 2-
week period after the hearing has been
scheduled (two times if the applicants
are weekly newspapers), and for the 3
days preceding such hearing (one day
during the week preceding the hearing
if the applicants are weekly news-
papers).

(d) The applicants shall file copies of
each day’s newspaper in which the no-
tice required in paragraph (a) or (c) of
this section has appeared.

§48.7 Report of the Assistant Attorney
General in Charge of the Antitrust
Division.

(a) The Assistant Attorney General
in charge of the Antitrust Division
shall, not later than 30 days from the
publication in the FEDERAL REGISTER
of the notice required by §48.6, submit
to the Attorney General a report on
any application filed pursuant to §48.4.
In preparing such report he may re-
quire submission by the applicants of
any further information which may be
relevant to a determination of whether
approval of the proposed arrangement
is warranted under the Act.

(b) In his report he may state (1) that
the proposed arrangement should be
approved or disapproved without a
hearing; or (2) that a hearing should be
held to resolve material issues of fact.

(¢c) The report shall be filed, and a
copy shall be sent to the applicants.
Upon the filing of the report, the As-
sistant Attorney General for Adminis-
tration shall cause to be issued a press
release setting forth the substance
thereof.
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(d) Any person may, within 30 days
after filing of the report, file a reply to
the report for the consideration of the
Attorney General.

§48.8 Written comments and requests
for a hearing.

(a) Any person who believes that the
Attorney General should or should not
approve a proposed arrangement, may
at any time after filing of the applica-
tion until 30 days after publication in
the FEDERAL REGISTER of the notice re-
quired in §48.6,

(1) File written comments stating the
reasons why approval should or should
not be granted, and/or

(2) File a request that a hearing be
held on the application. A request for a
hearing shall set forth the issues of
fact to be determined and the reasons
that a hearing is required to determine
them.

(b) Any person may within 30 days
after the filing of any comment or re-
quest pursuant to paragraph (a) of this
section, file a reply for the consider-
ation of the Attorney General.

(c) After the expiration of the time
for filing of replies in accordance with
§48.7 and this section the Attorney
General shall either approve or deny
approval of the arrangement, in ac-
cordance with §48.14, or shall order
that a hearing be held.

§48.9 Extensions of time.

Any of the time periods established
by these Regulations may be extended
for good cause, upon timely application
to the Attorney General, or to the ad-
ministrative law judge if one has been
appointed.

§48.10 Hearings.

(a) Upon the issuance by the Attor-
ney General of an order for a hearing,
the Assistant Attorney General for Ad-
ministration shall appoint an adminis-
trative law judge in accordance with
section 11 of the Administrative Proce-
dure Act, 5 U.S.C. 3105. The administra-
tive law judge shall:

(1) Set a date, time and place for the
hearing convenient for all parties in-
volved. The date set shall be as soon as
practicable, allowing time for publica-
tion of the notice required in §48.6 and
for a reasonable period of discovery as
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provided in this section. In setting a
place for the hearing, preference shall
be given to the community in which
the applicants’ newspapers operate.

(2) Mail notice of the hearing to the
parties, to each person who filed writ-
ten comments or a request for a hear-
ing, and to any other person he be-
lieves may have an interest in the pro-
ceeding.

(3) Permit discovery by any party, as
provided in the Federal Rules of Civil
Procedure; except that he may place
such limits as he deems reasonable on
the time and manner of taking dis-
covery in order to avoid unnecessary
delays in the proceedings.

(4) Conduct a hearing in accordance
with section 7 of the Administrative
Procedure Act, 5 U.S.C. 556. At such
hearing, the burden of proving that the
proposed arrangement meets the re-
quirements of the Newspaper Preserva-
tion Act will be on the proponents of
the arrangement. The rules of evidence
which govern civil proceedings in mat-
ters not involving trial by jury in the
courts of the United States shall apply,
but these rules may be relaxed if the
ends of justice will be better served in
so doing: Provided, that the introduc-
tion of irrelevant, immaterial, or un-
duly repetitious evidence is avoided.
Only parties to the proceedings may
present evidence, or cross-examine wit-
nesses.

(b) The applicants and the Assistant
Attorney General in charge of the
Antitrust Division shall be parties in
any hearing held hereunder. Other per-
sons may intervene as parties as pro-
vided in §48.11.

(c) The Assistant Attorney General
for Administration shall procure the
services of a stenographic reporter. One
copy of the transcript produced shall
be placed in the public docket. Addi-
tional copies may be purchased from
the reporter or, if the arrangement
with the reporter permits, from the De-
partment of Justice at its cost.

(d) Following the hearing the admin-
istrative law judge shall render to the
Attorney General his recommendation
that the proposed arrangement be ap-
proved or denied approval in accord-
ance with the standards of the Act. The
recommendation shall be in writing,
shall be based solely on the hearing
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record, and shall include a statement
of the administrative law judge’s find-
ings and conclusions, and the reasons
or basis therefor, on all material issues
of fact, law or discretion presented on
the record. Copies of the recommenda-
tion shall be filed and sent to each
party.

(e) Within 30 days of the date the ad-
ministrative law judge files his rec-
ommendation, any party may file writ-
ten exceptions to the recommendation
for consideration by the Attorney Gen-
eral. Parties shall then have a further
15 days in which to file responses to
any such exceptions.

§48.11 Intervention in hearings.

(a) Any person may intervene as a
party in a hearing held under these
regulations if (1) he has an interest
which may be affected by the Attorney
General’s decision, and (2) it appears
that his interest may not be ade-
quately represented by existing par-
ties.

(b) Application for intervention shall
be made by filing in accordance with
§48.3(a) and (b), within 20 days after a
hearing has been ordered, a statement
of the nature of the applicant’s inter-
est, the way in which it may be af-
fected, the facts and reasons in support
thereof and the reasons why the appli-
cant’s interest may not be adequately
represented by existing parties.

(c) Existing parties may file a state-
ment in opposition to or in support of
an application to intervene within 10
days of the filing of the application.

(d) Applications for intervention
shall be decided by the Attorney Gen-
eral.

(e) Intervenors shall have the same
rights as existing parties in connection
with any hearing held under these reg-
ulations.

§48.12

No person shall communicate on any
matter related to these proceedings
with the administrative law judge, the
Attorney General or anyone having
decisional responsibility, except as pro-
vided in these regulations.

§48.13 Record for decision.

(a) The record on which the Attorney
General shall base his decision in the

Ex parte communications.
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event a hearing is not held shall be
comprised of all material filed in ac-
cordance with these regulations, in-
cluding any material that has been or-
dered withheld from public disclosure.
(b) If a hearing is held, the record on
which the Attorney General shall base
his decision shall consist exclusively of
the hearing record, the examiner’s rec-
ommendation and any exceptions and
responses filed with respect thereto.

§48.14 Decision by the Attorney Gen-
eral.

(a) The Attorney General shall de-
cide, on the basis of the record as con-
stituted in accordance with §48.13,
whether approval is warranted under
the Act. In rendering his decision, the
Attorney General shall file therewith a
statement of his findings and conclu-
sions and the reasons therefor, or
where a hearing has been held, he may
adopt the findings and conclusions of
the administrative law judge.

(b) Approval of a proposed arrange-
ment by the Attorney General shall
not become effective until the tenth
day after the filing of the Attorney
General’s decision as provided in this
section.

§48.15

(a) If the Attorney General concludes
that one or more of the newspapers in-
volved would otherwise fail before the
procedures under these regulations can
be completed, he may grant temporary
approval of whatever form of joint or
unified action would be lawful under
the Act if performed as part of an ap-
proved joint newspaper operating ar-
rangement, and that he concludes is:
(1) Essential to the survival of the
newspaper or newspapers; and (2) most
likely capable of being terminated
without impairment to the ability of
both newspapers to resume inde-
pendent operation should final ap-
proval eventually be denied.

(b) Upon the filing of a request for
temporary approval, the applicants
shall publish notice of such application
on the front pages of their respective
newspapers for a period of three con-
secutive days in the case of daily news-
papers or in the next issue in the case
of weekly newspapers. The notice shall
state:

Temporary approval.
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(1) That a request for temporary ap-
proval of a joint operating arrange-
ment or other joint or unified action
has been made to the Attorney Gen-
eral; and

(2) That anyone wishing to protest
the application for temporary approval
may do so by delivering a statement of
protest or telephoning his views to an
employee of the Department of Justice,
whose name, address and telephone
number shall be designated by the De-
partment upon receipt of the applica-
tion for temporary approval, and that
such protests must be received by the
Department within five days of the
first publication of notice in accord-
ance with paragraph (a) of this section.

(c) The notice required by this sec-
tion shall be in addition to the notice
required by §48.6.

(d) Such temporary approval may be
granted without hearing at any time
following the expiration of the period
provided for protests, but shall create
no presumption that final approval will
be granted.

§48.16 Procedure for filing of terms of
a renewal or amendment to an ex-
isting joint newspaper operating ar-
rangement.

Within 30 days after a renewal of or
an amendment to the terms of an exist-
ing arrangement, the parties to said re-
newal or amendment shall file five cop-
ies of the agreement of renewal or
amendment. In the case of an amend-
ment, the parties shall also file copies
of the amended portion of the original
agreement.

[Order No. 558-73, 39 FR 7, Jan. 2, 1974, as
amended by Order No. 568-74, 39 FR 18646,
May 29, 1974]

PART 49—ANTITRUST CIVIL
PROCESS ACT

Sec.
49.1
49.2
49.3
49.4

AUTHORITY: 15 U.S.C. 1313.

SOURCE: At 60 FR 44277, Aug. 25, 1995, un-
less otherwise noted.

Purpose.

Duties of custodian.
Examination of the material.
Deputy custodians.
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§49.1 Purpose.

The regulations in this part are
issued in compliance with the require-
ments imposed by the provisions of sec-
tion 4(c) of the Antitrust Civil Process
Act, as amended (15 U.S.C. 1313(c)). The
terms used in this part shall be deemed
to have the same meaning as similar
terms used in that Act.

§49.2 Duties of custodian.

(a) Upon taking physical possession
of documentary material, answers to
interrogatories, or transcripts of oral
testimony delivered pursuant to a civil
investigative demand issued under sec-
tion 3(a) of the Act, the antitrust docu-
ment custodian designated pursuant to
section 4(a) of the Act (subject to the
general supervision of the Assistant
Attorney General in charge of the
Antitrust Division), shall, unless other-
wise directed by a court of competent
jurisdiction, select, from time to time,
from among such documentary mate-
rial, answers to interrogatories or
transcripts of oral testimony, the docu-
mentary material, answers to interrog-
atories or transcripts of oral testimony
the copying of which the custodian
deems necessary or appropriate for the
official use of the Department of Jus-
tice, and shall determine, from time to
time, the number of copies of any such
documentary material, answers to in-
terrogatories or transcripts of oral tes-
timony that are to be reproduced pur-
suant to the Act.

(b) Copies of documentary material,
answers to interrogatories, or tran-
scripts of oral testimony in the phys-
ical possession of the custodian pursu-
ant to a civil investigative demand
may be reproduced by or under the au-
thority of any officer, employee, or
agent of the Department of Justice des-
ignated by the custodian. Documentary
material for which a civil investigative
demand has been issued but which is
still in the physical possession of the
person upon whom the demand has
been served may, by agreement be-
tween such person and the custodian,
be reproduced by such person, in which
case the custodian may require that
the copies so produced be duly certified
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as true copies of the original of the ma-
terial involved.

[60 FR 44277, Aug. 25, 1995; 60 FR 61290, Nov.
29, 1995]

§49.3 Examination of the material.

Documentary material, answers to
interrogatories, or transcripts of oral
testimony produced pursuant to the
Act, while in the custody of the custo-
dian, shall be for the official use of offi-
cers, employees, and agents of the De-
partment of Justice in accordance with
the Act. Upon reasonable notice to the
custodian—

(a) Such documentary material or
answers to interrogatories shall be
made available for examination by the
person who produced such documen-
tary material or answers to interrog-
atories, or by any duly authorized rep-
resentative of su